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The timetable you submitted is as follows:

1" FDAAA assessment: April 30, 2010 (18 months from approval)
2" FDAAA assessment: October 31, 2011 (3 years from approval)
3" FDAAA assessment: October 31, 2015 (7 years from approval)

Your assessment of the REMS should include an evaluation of:

a. Patients’ understanding' of the serious risks of Pegasys (peginterferon alfa-2a)
b. Because the Medication Guide is packaged with the product, issues concerning
distribution and dispensing of the Medication Guide are not applicable.

Use the following designator to prominently label all submissions, including supplements,
relating to this REMS:

Risk Evaluation and Mitigation Strategy (REMS)

Please note that:

o this Medication Guide must be reprinted immediately following the last section of
labeling or, alternatively, accompany the prescription drug labeling [21 CFR
201.57(c)(18)] or 21 CFR 201.80(£)(2)];

e you are responsible for ensuring that this Medication Guide is available for
distribution to every patient who is dispensed a prescription for this product [21 CFR
208.24;

o the final printed Medication Guide distributed to patients must conform to all
conditions described in 21 CFR 208.20, including a minimum of 10 point text; and

e you are responsible for ensuring that the label of each container or package includes a
prominent and conspicuous instruction to authorized dispensers to provide a
Medication Guide to each patient to whom the drug is dispensed, and states how the
Medication Guide is provided [21 CFR 208.24(d)].

Please refer to http.//www.fda.gov/cder/biologics/default.htm for information regarding
therapeutic biological products, including the addresses for submissions.

This information will be included in your biologics license application file.
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If you have any questions, contact Kwadwo (Kojo) Awuah, Regulatory Project Manager, at
301-796-0608.

Sincerely,

AVt 0 [ [oR
Debra Birnkrant, M.D.

Director

Division of Antiviral Products

Office of Antimicrobial Products

Center for Drug Evaluation and Research





